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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1-3, 6-22, and 24-28 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Beaty et al. (WO 99/32881 A1) ("Beaty"). 

Addressing claim 1 , Beaty discloses a method of determining glucose 
concentration in a whole blood sample (abstract) comprising; 

providing an electrochemical sensor (31, 131) adapted to measure glucose and 
hematocrit concentration (abstract; page 07, lines 10-15; page 10, lines 25-32; page 06, 
line 30 - page 07, line 15; page 07, line 28 - page 08, Iine16; page 16, lines 20-30; 
page 17, lines 25-31; page 18, lines 01-09; and page 19, lines 06-16); 

measuring the hematocrit concentration of the whole blood sample using the 
electrochemical sensor via electrochemical impedance spectroscopy (page 16, lines 20- 
30); 
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measuring the initial glucose concentration of the whole blood sample using the 
electrochemical sensor (page 11, lines 20-23 and page 15, line 28 - page 16, line 19); 
and 

calculating the unbiased glucose concentration in the whole blood sample using 
the initial glucose concentration measurement arid the hematocrit concentration 
(page 1 6, line 20 - page 1 7, line 31 ). 

Addressing claim 2, for the additional limitation of this claim see in Beaty 
page 15, lines 21-23 and page 11, lines 20-24. 

Addressing claim 3, for the additional limitation of this claim see in Beaty 
Figure 3; page 10, lines 10-13; and page 15, lines 21-27. 

Addressing claims 6 and 19, for the additional limitation of this claim see in Beaty 
page 06, line 30 - page 07, line 1 5. 

Addressing claim 7, the additional limitation of this claim is implied by page 05, 
lines 03-08, which discloses that the method is to be used to determine the 
concentration of a medically significant component of a biological fluid. 
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Addressing claim 8, the additional limitation of this claim is implied by page 18, 
lines 01-09, which discloses determining the various frequency responses of the sensor 
* before determining the glucose concentration and that alternatively the glucose 
concentration can be determined before the concentration of the interferants. 

Addressing claims 9 and 20, for the additional limitation of this claim see in Beaty 
page 09, lines 08-18. 

Addressing claims 10 and 21, for the additional limitation of this claim see in 
Beaty page 19, lines 06-16, which discloses that a plurality of frequency measurements 
be performed to select the optimum one of measuring the hemaotocrit concentration. 
Note also page 16, lines 20-30, which discloses sweeping though a frequency range to 
determine several parameters of the sample. 

Addressing claims 1 1 and 22, for the additional limitation of this claim see the 
bottom of page 14 in Beaty, which discloses calculating the phase of the strip 
impedance. 
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Addressing claim 12, for the additional limitation of this claim note that the 
claimed frequency range of about 800 and about 900 Hz falls within a disclosed range 
in Beaty of 10 Hz - 10 KHz. See page 16, lines 20-30. 

Addressing claims 13 and 24, for the additional limitation of this claim see 
page 14, lines 04-14. 

Addressing claims 14, 15, 25, and 26, for the additional limitation of this claim 
note Beaty discloses a frequency range of 10 Hz - 10 KHz. See page 16, lines 20-30. 

Addressing claims 16 and 27, for the additional limitation of this claim see page 
08, lines 18-22. 

Addressing claims 17 and 28, for the additional limitation of this claim see 
page 17, lines 22-25. 

Addressing claim 18, Beaty discloses a method of determining glucose 
concentration in a whole blood sample (abstract) comprising; 

providing an electrochemical sensor (31, 131) adapted to measure glucose and 
hematocrit concentration (abstract; page 07, lines 10-15; page 10, lines 25-32; page 06, 
line 30 - page 07, line 15; page 07, line 28 - page 08, Iine16; page 16, lines 20-30; 
page 17, lines 25-31; page 18, lines 01-09; and page 19, lines 06-16); 
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measuring the hematocrit concentration of the whole blood sample using the 
electrochemical sensor via electrochemical impedance spectroscopy using an 
amperometric monitoring system (page 16, lines 20-30; page 09, line 19 - page 10, 
line 13); 

measuring the initial glucose concentration of the whole blood sample using the 
electrochemical sensor (page 11, lines 20-23 and page 15, line 28 - page 16, line 19); 
and 

calculating the unbiased glucose concentration in the whole blood sample using 
- the initial glucose concentration measurement and the hematocrit concentration 
(page 16, line 20 - page 1 7, line 31 ). 



Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 1 03(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

6. Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Beaty et 
al. (WO 99/32881 A1) ("Beaty") in view of Walling et al. (US 5,508,171), Diebold et al. 
(US 5,437,999), and White et al. (US 5,352,351 ). 

Beaty discloses a method of determining glucose concentration in a whole blood 
sample (abstract) comprising; 

providing an electrochemical sensor (31, 131) adapted to measure glucose and 
hematocrit concentration (abstract; page 07, lines 10-15; page 10, lines 25-32; page 06, 
line 30 - page 07, line 15; page 07, line 28 - page 08, Iine16; page 16, lines 20-30; 
page 17, lines 25-31; page 18; lines 01-09; and page 19, lines 06-16); 
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measuring the hematocrit concentration of the whole blood sample using the 
electrochemical sensor via electrochemical impedance spectroscopy (page 16, lines 20- 
30); 

measuring the initial glucose concentration of the whole blood sample using the 
electrochemical sensor (page 11, lines 20-23 and page 15, line 28 - page 16, line 19); 
and 

calculating the unbiased glucose concentration in the whole blood sample using 
the initial glucose concentration measurement and the hematocrit concentration 
(page 1 6, line 20 - page 1 7, line 31 ). 

Beaty also discloses having the glucose concentration of the whole blood sample 
be determined using an amperometric monitoring system and having the 
electrochemical sensor include an insulating base plate, an electrode system on the 
base plate and a cover adapted to mate with the base plate to form a space in which the 
electrode layer is available to contact the whole blood sample. See in Beaty 
page 15, lines 21-23; page 11, lines 20-24; Figure 3; page 10, lines 10-13; and page 15, 
lines 21-27. 

Beaty does not specifically mention including a reaction layer comprising an 
enzyme that reacts with glucose in the whole blood sample. However, it would have 
been obvious to one with ordinary skill in the art at the time of the invention to do so 
because Beaty discloses providing in the sensor "a chemistry which reacts with the 
medically significant component" and a number (if not all) of the exemplary biosensor 
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with the which the method can be practiced include an enzyme in the reaction layer that 
reacts with glucose. See in Beaty page 5, lines 03-08 and page 08, lines 23-25; in 
US 5,508,171 Table 1, which spans columns 5 and 6; in US 5,437,999 Table 1 in 
column 10; and in US 5,352,351 column 05, lines 42-46. 



7. Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Beaty et 
al. (WO 99/32881 A1) ("Beaty"), Walling et al. (US 5,508,171), Diebold et al. 
(US 5,437,999), and White et al. (US 5,352,351 as applied to claim 4 above, and further 
in view of Pollmann et al. (US 5,288,636) ("Pollmann") and NATROSOL® product 
literature from Aqaulon ("Natrosol"). 

Beaty does not mention combining with the enzyme a hydrophilic polymer. 

Pollman, which Beaty discloses is an exemplary biosensor with the which the 
method can be practiced includes the hydrophilic polymer NATROSOL® with enzyme in 
the reaction layer. See in Beaty page 5, lines 03-08 and page 08, lines 23-25; in 
Pollmann col. 07:07-31; and Natrosol, first sentence. 

It would have been obvious to one with ordinary skill in the art at the time of the 
invention to combine the enzyme with a hydrophilic polymer as taught by Pollmann in 
the invention of Beaty because as taught by Pollmann NATROSOL® will disperse the 
disperse the redox mediator in the reagent. See col. 06:67 - col. 07:09. 
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8. Claim 23 is rejected under 35 U.S.C. 103(a) as being unpatentable over Beaty et' 
al. (WO 99/32881 A1 ) ("Beaty"), 

Beaty discloses a method of determining glucose concentration in a whole blood 
sample (abstract) comprising; 

providing an electrochemical sensor (31, 131) adapted to measure glucose and 
hematocrit concentration (abstract; page 07, lines 10-15; page 10, lines 25-32; page 06, 
line 30 - page 07, line 15; page 07, line 28 - page 08, Iine16; page 16, lines 20-30; 
page 17, lines 25-31; page 18, lines 01-09; and page 19, lines 06-16); 

measuring the hematocrit concentration of the whole blood sample using the 
electrochemical sensor via electrochemical impedance spectroscopy using an 
amperometric monitoring system (page 16, lines 20-30; page 09, line 19 - page 10, 
line 13); 

measuring the initial glucose concentration of the whole blood sample using the 
electrochemical sensor (page 11, lines 20-23 and page 15, line 28 - page 16, line 19); 
and 

calculating the unbiased glucose concentration in the whole blood sample using 
the initial glucose concentration measurement and the hematocrit concentration 
(page 16, line 20 - page 17, line 31). 
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Beaty also discloses detecting the glucose concentration in whole blood in a 
disposable self-testing system, and performing a phase shift of an impedance 
measurement, see in Beaty page 06, line 30 - page 07, line 15 and the bottom of 
page 14 in Beaty, which discloses calculating the phase of the strip impedance. 

Although Beaty does not mention measuring the hematocrit concentration with at 
least one frequency between 800 and about 900 Hz, Beaty does disclose a range of 
10 Hz - 10 KHz, which includes the claimed range. Barring evidence to the contrary, 
such as unexpected results, using at least one frequency between 800 and about 900 
Hz is just a matter of optimizing the frequency because as taught by Beaty, "It is not 
possible to predict, for example, in what frequency range hematocrit's concentration will 
be optimally uncoupled from uric acid's or bilirubin's without reference to the specific 
physical and chemical characteristics of that cell. Some investigation will be required to 
determine these optimum frequency ranges. However, the investigation will be 
relatively routine once the physical and chemical characteristics of the cell are known." 
See page 19, lines 06-16. 



9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ALEX NOGUEROLA whose telephone number is (571) 272- 
1343. The examiner can normally be reached on M-F 8:30 - 5:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, NAM NGUYEN can be reached on (571) 272-1342. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Alex Nogiierola 
Primary Examiner 
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